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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on April 06. 2005 . 
2a)D This action is FINAL 2b)K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) M Claim(s) 1-11 and 13-16 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 1-11 and 13-16 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)G3 All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. E3 Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Status of Application 

1. Claims 1-11 and 13-16 are pending and under examination in this office action. 

Priority 

2. Applicant's claim for the benefit of a prior-filed application under 35 U.S.C. 1 19(e) 
or under 35 U.S.C. 120, 121, or 365(c) is acknowledged. It is noted that this application 
appears to claim subject matter disclosed in prior Application Nos. PCT/EP03/10092, 
filed Sep 9, 2003 and PCT/EP02/11062, filed Sep 27, 2002. A reference to the prior 
application must be inserted as the first sentence(s) of the specification of this 
application or in an application data sheet (37 CFR 1 .76), if applicant intends to rely on 
the filing date of the prior application under 35 U.S.C. 119(e), 120, 121, or 365(c). See 
37 CFR 1.78(a). 

Information Disclosure Statement 

3. The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1 .98(b) requires a list of all patents, publications, or other 
information submitted for consideration by the Office, and MPEP § 609.04(a) states, 
"the list may not be incorporated into the specification but must be submitted in a 
separate paper." Therefore, unless the references have been cited by the examiner on 
form PTO-892, they have not been considered. 
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Claim Rejections - 35 USC §112 

4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 6-7 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 

6. The invention appears to employ novel biological materials, specifically the 
hybridoma cells J&JPRD/hAb11/1 and J&JPRD/hAb11/2 deposited as accession Nos. 
LMBP 5896CB and LMBP 5897CB at the Belgian coordinated collection of 
microorganisms on August 19, 2002. Since the biological materials are essential to the 
claimed invention they must be obtainable by a repeatable method set forth in the 
specification or otherwise readily available to the public. If the biological materials are 
not so obtainable or available, the requirements of 35 U.S.C. § 1 12 may be satisfied by 
a deposit of the biological materials. The specification does not disclose a repeatable 
process to obtain the biological materials and it is not apparent if the biological materials 
are readily available to the public. It is noted that Applicant has deposited the biological 
materials (p. 8 of the specification), but there is no indication in the specification as to 
public availability. If the deposit is made under the Budapest Treaty, then an affidavit or 
declaration by Applicant, or a statement by an attorney of record over his or her 
signature and registration number, stating that the specific biological materials have 
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been deposited under the Budapest Treaty and that the biological materials will be 
irrevocably and without restriction or condition released to the public upon the issuance 
of a patent, would satisfy the deposit requirement made herein. If the deposit has not 
been made under the Budapest Treaty, then in order to certify that the deposit meets 
the criteria set forth in 37 C.F.R. §§ 1.801-1 .809, Applicant may provide assurance of 
compliance by an affidavit or declaration, or by a statement by an attorney of record 
over his or her signature and registration number, showing that: 

(a) during the pendency of this application, access to the invention will be 
afforded to the Commissioner upon request; 

(b) all restrictions upon availability to the public will be irrevocably removed upon 
granting of the patent; 

(c) the deposit will be maintained in a public depository for a period of 30 years or 
5 years after the last request or for the effective life of the patent, whichever is longer; 

(d) a test of the viability of the biological material at the time of deposit will be 
made (see 37 C.F.R. § 1 .807); and 

(e) the deposit will be replaced if it should ever become inviable. 

7. Applicant's attention is directed to M.P.E.P. §2400 in general, and specifically to 
§2411.05, as well as to 37 C.F.R. § 1.809(d), wherein it is set forth that "the 
specification shall contain the accession number for the deposit, the date of the deposit, 
the name and address of the depository, and a description of the deposited material 
sufficient to specifically identify it and to permit examination." The specification should 
be amended to include this information, however, Applicant is cautioned to avoid the 
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entry of new matter into the specification by adding any other information. Finally, 
Applicant is advised that the address for the ATCC has changed, and that the new 
address should appear in the specification. The new address is: 

American Type Culture Collection 

10801 University Boulevard 

Manassas, VA 201 1 0-2209 

Claim Rejections - 35 USC § 102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

9. Claims 1-5, 8-1 1 and 13-16 are rejected under 35 U.S.C. 102 (b) as being 
anticipated by Walker et al (J. Neuropathol. Exp. Neurol.1994 Jul. 53: 377-383), Pirttila 
et al. (J. Neurol Sci. 1994 Dec 1; 127:90-5), WO01 62801 (as in IDS submitted on Mar 
23, 2005) and Naslund et al (as in IDS submitted on Mar 23, 2005). 

Walker et al. teach anti-Ap monoclonal antibody 10D5 generated from an 
immunogen of Ap1-16 peptides binds to Ap deposits in the brain (see p. 377, 
Abstract.). Walker et al. further teach detecting Amyloid deposit in the subject in 
vivo using 10D5 Ap monoclonal antibody (see p. p382, the last second 
paragraph), meeting the limitation of the claims 1-5, 8-10, and 13-16. 
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Pirttila et al. teach using anti-Ap monoclonal antibody 6E10, which 
recognizes Api-16 to detect Ap, and 4G8, which recognizes Api3-28, in the 
cerebrospinal fluid of the Alzheimer's disease patients (see p. 90, Materials and 
method), meeting the limitation of the claims 1-5, 8, 11, and 13-16. 

WO01 62801 teaches an anti-Ap monoclonal antibody 266, which 
recognizes Ap13-28, the detection of Ap in the brain tissue and CSF of 
Alzheimer's disease patients (see p. 5, first paragraph) meeting the limitation of 
the claims. 

Naslund et al. teach anti-Ap monoclonal antibody 6E10, which recognizes 
Ab1-16 and the detection method of Ap using Western blot method (see p. 8379, 
the section of SDS/PaGE and immunoblotting of superpose 12 fractions) meeting 
the limitation of claims 1-5, 8-10 and 13-16. 

Therefore, Claims 1-5, 8-1 1 and 13-16 are anticipated by Walker et al, 
Pirttila et al., WO012801 and Naslund et al. 

Conclusion 

NO CLAIM IS ALLOWED. 



10. Any inquiry of a general nature or relating to the status of this general application 
should be directed to the Group receptionist whose telephone number is (571) 272- 
1600. 
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1 1 . Papers relating to this application may be submitted to Technology Center 1600, 
Group 1649 by facsimile transmission. The faxing of such papers must conform with 
the notice published in the Official Gazette, 1096 OG 30 (November 15, 1989). Should 
applicant wish to FAX a response, the current FAX number for Group 1600 is (571) 273- 
8300. 

1 2. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Chang-Yu Wang, Ph.D. whose telephone number is 
(571) 272-4521. The examiner can normally be reached on Monday-Friday from 8:30 
AM to 5:30 PM. If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Janet Andres, Ph.D., can be reached at (571) 272-0867. 

1 3. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



CYW 

January 9, 2006 



SUPERVISORY PATENT EXAMINER 




